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a device intended for medical purposes
that consists of any medium capable of
supporting the growth of many of the
bacterial pathogens that are subject to
antimicrobial susceptibility tests. The
medium should be free of components
known to be antagonistic to the com-
mon agents for which susceptibility
tests are performed in the treatment of
disease.

(b) Classification. Class II (perform-
ance standards).

Subpart C—Microbiology Devices

§866.2050 Staphylococcal
bacteriophage.

typing

(a) Identification. A staphylococcal
typing bacteriophage is a device con-
sisting of a bacterial virus intended for
medical purposes to identify patho-
genic staphylococcal bacteria through
use of the bacteria’s susceptibility to
destruction by the virus. Test results
are used principally for the collection
of epidemiological information.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25045, June 12, 1989; 66 FR 38790, July 25,
2001]

§866.2120 Anaerobic chamber.

(a) Identification. An anaerobic cham-
ber is a device intended for medical
purposes to maintain an anaerobic (ox-
ygen free) environment. It is used to
isolate and cultivate anaerobic micro-
organisms.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9. The
device is also exempt from the good
manufacturing practice requirements
of the quality system regulation in
part 820 of this chapter, with the excep-
tion of §820.180, with respect to general
requirements concerning records, and
§820.198, with respect to complaint
files.

[47 FR 50823, Nov. 9, 1982, as amended at 66
FR 38790, July 25, 2001]

§866.2180

§866.2160 Coagulase plasma.

(a) Identification. Coagulase plasma is
a device that consists of freeze-dried
animal or human plasma that is in-
tended for medical purposes to perform
coagulase tests primarily on staphy-
lococcal bacteria. When reconstituted,
the fluid plasma is clotted by the ac-
tion of the enzyme coagulase which is
produced by pathogenic staphylococci.
Test results are used primarily as an
aid in the diagnosis of disease caused
by pathogenic bacteria belonging to
the genus Staphylococcus and provide
epidemiological information on disease
caused by these microorganisms.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 61
FR 1119, Jan. 16, 1996; 66 FR 38790, July 25,
2001]

§866.2170 Automated colony counter.

(a) Identification. An automated col-
ony counter is a mechanical device in-
tended for medical purposes to deter-
mine the number of bacterial colonies
present on a bacteriological culture
medium contained in a petri plate. The
number of colonies counted is used in
the diagnosis of disease as a measure of
the degree of bacterial infection.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25045, June 12, 1989; 66 FR 38790, July 25,
2001]

§866.2180 Manual colony counter.

(a) Identification. A manual colony
counter is a device intended for med-
ical purposes that consists of a printed
grid system superimposed on an illumi-
nated screen. Petri plates containing
bacterial colonies to be counted are
placed on the screen for better viewing
and ease of counting. The number of
colonies counted is used in the diag-
nosis of disease as a measure of the de-
gree of bacterial infection.

(b) Classification. Class I (general con-
trols). The device is exempt from the
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§866.2300

premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9. The
device is also exempt from the good
manufacturing practice requirements
of the quality system regulation in
part 820 of this chapter, with the excep-
tion of §820.180, with respect to general
requirements concerning records, and
§820.198, with respect to complaint
files.

[47 FR 50823, Nov. 9, 1982, as amended at 66
FR 38790, July 25, 2001]

§866.2300 Multipurpose culture me-
dium.

(a) Identification. A multipurpose cul-
ture medium is a device that consists
primarily of liquid or solid biological
materials intended for medical pur-
poses for the cultivation and identi-
fication of several types of pathogenic
microorganisms without the need of
additional nutritional supplements.
Test results aid in the diagnosis of dis-
ease and also provide epidemiological
information on diseases caused by
these microorganisms.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25046, June 12, 1989; 66 FR 38790, July 25,
2001]

§866.2320 Differential
dium.

(a) Identification. A differential cul-
ture medium is a device that consists
primarily of liquid biological materials
intended for medical purposes to cul-
tivate and identify different types of
pathogenic microorganisms. The iden-
tification of these microorganisms is
accomplished by the addition of a spe-
cific biochemical component(s) to the
medium. Microorganisms are identified
by a visible change (e.g., a color
change) in a specific biochemical com-
ponent(s) which indicates that specific
metabolic reactions have occurred.
Test results aid in the diagnosis of dis-
ease and also provide epidemiological
information on diseases caused by
these microorganisms.

(b) Classification. Class I (general con-
trols). The device is exempt from the

culture me-
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premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25046, June 12, 1989; 66 FR 38790, July 25,
2001]

§866.2330 Enriched culture medium.

(a) Identification. An enriched culture
medium is a device that consists pri-
marily of liquid or solid biological ma-
terials intended for medical purposes
to cultivate and identify fastidious
microorganisms (those having complex
nutritional requirements). The device
consists of a relatively simple basal
medium enriched by the addition of
such nutritional components as blood,
blood serum, vitamins, and extracts of
plant or animal tissues. The device is
used in the diagnosis of disease caused
by pathogenic microorganisms and also
provides epidemiological information
on these diseases.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25046, June 12, 1989; 66 FR 38791, July 25,
2001]

§866.2350 Microbiological assay cul-
ture medium.

(a) Identification. A microbiological
assay culture medium is a device that
consists primarily of liquid or solid bi-
ological materials intended for medical
purposes to cultivate selected test
microorganisms in order to measure by
microbiological procedures the con-
centration in a patient’s serum of cer-
tain substances, such as amino acids,
antimicrobial agents, and vitamins.
The concentration of these substances
is measured by their ability to promote
or inhibit the growth of the test orga-
nism in the innoculated medium. Test
results aid in the diagnosis of disease
resulting from either deficient or ex-
cessive amounts of these substances in
a patient’s serum. Tests results may
also be used to monitor the effects of
the administration of certain anti-
microbial drugs.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
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